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IMBbfeclimslogy fodufiry Org^^^ (BIO) appredaJes iie o|)j^r|«mty to pitmde 

comments on &e Usiteti States Pate?)t sBd Tradema?k':s CPI'©)^ 
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1 0, 200?)^ BID B an ttjfctry orgs5iMoii with a merobersfei|v of more to I , i 00 

organizations in all SO states. BIO msffifeers are ttivolved in tlie n;geax# aiid 
<ie^lopm<?rit of health eare, agricdtisral, ixidustriai md mvimnmmtM. bioteeliiiology 
products. Tk; UmM States leads the woM m bioteclmotogy research arai d«Yebome«t 
Tlis1?i0teGtei>logy:Mik^ti^, foeletllsy the strm^) of the o3. p^t^tsS^stem, has ' 
provMed jobs to well over 200,000 people i« tfe^Pstet States, immt^^k^ of 
<lriJ^ prod u cts, medical diagnostic tests, btolech crops, atjd en^ rronmenMl praduois. In 
liie hsaJifeare sector alone, the Industry has deveioped and comirierciali^^cd over 3 00 
bi^totelogy drugs and diagsiosties; and thei^:ir^ over 370 products in tl^e pipeline, to 
tlie agricultural SeM, biotoelmology Innovatiom axe growing tiie e^Hidimyv^rl^wM^ 
simultaneously increaslttg food aiipplies, rcdnclBg pesiicide damage to tfee eiwlronr^^enC 
Gonscrviiig rtataml, .resoarces of land water ami nutrients and i iicreasm a &rm mcoo^e, 
Biotedmologr mmmtim hm the poMal to provide limtoents Jfor some of the world^s 
most iotractaMe diseases a«d4ddr#sS0^ fed«g otf 

society ifidsy. 

1& United Stmespatmt systOT to spur inno vation and etOTrsge r^searcli 

and deselopm^ml new |Jifod» fe the Iroit olmmiy. ¥mtiml&r\y k the 
biotechnology sector, innovation protected fey strotig, predictable paten ts catalyses 
irrvfestBtents a^-srl growtfe. Jobs are created aod society bet^efits lrom hotb the availafciiity 
of ttew produels^ services or tmlMeots atjd tlie economic ojspottuoitics sum)a«dint tkes8 
pew ttlscoyerjes. The ahihty of s|pplicasts to obtein protection for th& #tirety pf their 
lnvmtit>»,, fel ls, the genus, rather than oaly the mdiyiy«al species, is critical to the 



2 



deyefoptiOT tof these imipyatipos. Many life-saving jjrodec^ts are but a species aBioi^^ 
many in n getiii s ckim obtained in a fatot. l^he ability to further pi^n^ue the indivMual 
speeiea and suhmittheim to the aMitlMiai r«?gulafeiy reviews ai^d aoalpis rec|uired for 
suefe pmdtK^s b pedk^ aMMt:y to ol>mm^^^ wMch 

co^^ momtlm a single di$do 

The rales proposed by the PTC) wonid adversely impact JBBovaH^^ especially in d^e 
biotechiiology sector, by recluemg the abiidy of applicants tef obtain eo^^erage Ibr the feli 
sedpe of tbmr inveiitim Froduete Mling wid^^ ^ei^ope of such iiwrntiom feqaenllf 
take many years to ogmplete a^i cdme to fhe marketplace:, for example, due to the 
teigthy process of diiJg diseove^^ developme^it, testing md FDA approval. Il^e 
resul taii t rediictiaa m th^ eova^age of the pa tent has the attendant res^d i of deereased 
mtere^it m fimaeiai feacMBg ibr research mi4 prodnet de^^elopm^^t 

The FTG reports that tlits |m>po3ed mlc i$ part of the ef&rt to increase die qiselity of 
patents and decrease the baeMog of petiding patent applications. However, allowing 
Bxajmrxers to t^stnct mthin a single dadir will tiot decra^ the number of appMcaliom 
bemg filed by an appMeaa. Rather, it will inct ease the member of applioMon^ neeM 
to cover various aspects of the Irs veDtion, and add to the growing baeklog of unexandned 
applications at the FTD. Moreover, and exceedingly important, this restriction within a 
sihgle ctaltn will pr^vaBt an Applieai^t fern obtaining the fbll co vetage of tbe iwexsion 
because many species do nm eqiMe to tfe^ gehh^ repi^sented in My bioteeh iiw 
Th is would dqmve the A pplicairts of the eov^ they are entitled ami rmdt iili 

the loss of valuable inlellcGtual property (IP) to the company and harm: to the pMm 
wdtiiig ibr biotechxiology developm improve their iives> 

The hioteehBology industry, perhaps more thaB ai^y other, m dependent upan the 
protection of patents, fm proteetiosi i$ a crucial ifst Mep Ske^ olen a Motdehnology 
conrpany must expen^J tedt^s of mlilion^^ of dollars on rcseareb atid development of 
the prodnet heldre these In vestments prodiice any monetary reco very. Without this 
patent protection, die inve^tme^^^ 
advances would deefease maxkedfy, 

The proposed mies would redoee the ability of a biotechnology Applicant to obtain the 
co veTage of the comprehensive geom as invented and described iji the paterit appheatiop. 
Pieee-nieal protection of the?ie valuable eontributious would detract from their 
desirability to investors. A nam)w patent obtained be» chmcal triafeaod which 
providef^ protection of a saiad group of species ereate$ uncertainly since the ultimate 
most val uable product resulting from years of regul atory testing and chnica! trials may or 
may not be encompassed by the eialms. In mch ii mumoxu an investor may be rdnetant 
to mate the incredlMe invested to dcwiop Che IP, 

The cost of IP developmem in die bioieehuology sector stems Itob^ tbe substantia! time 
and money rec|uired to brmg a product througb the discovery phase, ihroogh the lead. 
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pptimization pias^, and into & pmdiict development^ lo iddition, % heal&care 

predi^ds, pt^clmieal testing ibllowed by dinical trials is regufe^ obtain the B^c^essary 
regiilatey a|)|>ro val a^^e^ptanee md mBrkmrng. (Mxm^ immgmmM occm^ mhl 
feM compoxjHds h^e l>em w^jeded Irom the iarg^ gar^iis of im^mted co^tipound 
tiie daveJfopnient proce^sja. Similar ly, oon:jmm^i aii^atiors. 0fM iramgmte crop inquires 
regulatory- appH>val afler muiti|^ f e years of field toals to dOTonsti^te not only efficacy 
feut OT^iromBM^ mA n utritional safety after pr«?eedmg years of trials have estab lisfesd 
and eoftfirtBed l;hc advantages of certi^iii species gmusiiiveation. llie scope of 

pMmt]Kotfecti0ii eiKmgfe to mcompass;sev^al lead compooxj% mi 

variations thereof in ordcsr tp aWa<s* the ^e^sairy i^^gtm^nte pf MsBe, momy mi 

Hie abil%; to protect the^e cn^ invmtfesB witll i»cli^:ye pnu^s language is esse0tiai 
to tlte bldtechn^^^ lire pmposal by t&e FFO to perinit a restriction wl&k a 

claim aiid tims eiiimimte fee rigfat of the Appl icaiH to pieaeot tlie claim m ki$ or her nimt 
beneicMt fbmxat will have a dramatie adverse effect ob our membem 

Cutliog-^dp dev^lopxBeMs fmqiie^idy claim a ges)u$ i that protects a class of 

prcKlucts. Xlieirr^emom ar^ geiiml scop^ smqe they are^&^ 

toex^tori^ and to niliese 
iBventioBs arise out of comparjies, or imiversities, fom which starl-Bp tompames Ifcm^ 
the iiweiitioM, On the basis of these pataits, the cmBpanies altraci fcandog that ibefe 
the devefepmmr cyol^, an d in m any cases, these fledgh?)^ coxnpanies are later ae«|uired 
by larger C5<^ more eapafcility to devetop the promising products. Thk 

fesmess model i:^ fondameMally AMerieair and lias been a key aspect of th^j^oonomic 
gro wth of our iiidustry over the la^?t two decades. Wiltet coverage of the 
compreheosive invention^ the k less attmctive ajad fewer of these tice^ises, financings 
mi (leak are likely to (mm. Ommm^. I^s reseai^ch and d^di^ (KaO) will 
be Hii^dM with potemial adverse impacts to our health€m'e aii:d other bioteete^^ 
sectors. This in turn jeopardis^e^ the U.S-^?j global position as leader m ihj^ of 
biotedimlogy. 

h its proposed mk, the FT(S assorts that apphcatioos are becoming more coiripfe and 
daims more extensive, with manj^ species being cimmed ifi die Markusfe fbmiat as 
altemaiive^^- WMIe BIO is syo^palhetic to these coneorns, the sigoMeaM cMnges 
atfttei^ed by the proposed rule wooJd ^^liminate rights of the Applicant to coTnnletel¥ 
efaim hk orii^r in«Son. PateM certaiMv, p^^^ qMlity and ap^^^ 
m^e critical to BIO's member's and for tfiis reason, BIO is grate&l fer die opportcniiy to 
w^rk with the P l-O to improve the processes and procedure^ fer all parties involved. 

'To thl§ end, we call ^tontion to a niimb^ of ^peeilie coneerns d^out the proposed rate 
that in co^iJmiciioTi with rules that are currently being,fe?|>!^i^nted :(e.gv^t^ 
0^1 continuations and claims) would sigoi fieairtly impact patent scope, Mrengllr p 
predictahility Idr biolech»logy applicants. 
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BkM(Mmk>gy ^pplk are coiTxp<5ik<J by the imique nature of hioteclmology inveiitioas 
to use aitematives in dahm> While it is true that in some j^ituatioiis, bM^ 
invenliojjs may b ekimed % true genus daims, very ote the only allwMtive te^ 
ad^squaleiy captBTe the &II $cope <:)f the cimm is tbraugb the Merfesh formatv Therms may 
be no accepi^ifelc^ hxQud- iii<?lusive phrase tlial caii^fe the gmiip at fesye. 

parti eiilarfy wl^eii it i B the Appiicart wfeo discovered tke gn>u|> mid its iiiy eiitwe fimetions 
or effects in a partMlar sptmv Hii s is the situaiota wlli ch S|>awned Mark^& 

practice, "wMoh has fec^ m e>^istence for over a tondred years. We are coaeern^^d that 
iMs proposed rule disproportfenat^iy impacts very imlmMes for wliidi tfeiS: praetiee 
was opgiually iovenled. 

Ib sddMop^ bio i^^ eoTicmesS tbat the proposed riiles aji^ear to arbitanly distinguish om 
set of appileatiojis for clo^^r scrutiny tha^ others bas^rf myldy on tlie AppiicaM'?^ ohoiefe 
oMaTiguage. We believe tSiat such rules ar^ t^imeoessary as Examiners may already 
olgasci to datms that me mclm, i<e., tlio^^e eiainis which do not ''partioulaxly poimlj out 
mi dkilnotiy el:aim[3 the ^t^ject mm^ tM^cppBpm^j^^^ iBventioif I ^ 

By allovv^iDg Exammers to re^jtrlct wiiM a single claim, the proposed rule e^^^aeerbates 
^ktiBgpmbtes^^^sodafe^ with rcslriet^^m praehee. While Appheatita are give^ 
optioh of trylTig to convince tile Examit)er th^tthe genus^j^ a single te^^ejitiM, 
our mpoii enee has hem that ibeso atteinpts feave boen met with Httl e ^ uoeess. 
Con sequciitly, Appli cantos will be faced with s^gn i cant additional OK^penditia es for the 
fihBg of additiooai a|>plications, for prosecution, and for the mainteoapce fee$ fer any 
msyltant pateritSv Thm piecemeal restrioibn an^ stibseqiie^^t emxun^tion would sstrairi 
budgets and w^>uld necessitate aa appiieant to role the dice on whii^i speoies to pursu^> 
I'he uHfort uuate iminterided eonseO:Uenee of this woold be tliat companies will discard 
valuable speeies along tlie way maicmg development of polentially uselul prodiias less 
likely. Iliese b^^^s of e^^^ are potential |?uhiic^ losses iiithe:#vdopmeat of 

iBOovafe products Ibrheaitkj^^ advm^d imtritioi^ aiM the environm^^. 

The inability io obtain a genirs claim coveriog altemati ves will also lead to patent 
nncijjrtainty. in most, if not all cases, the commercial end prodnet of biotecterfogy R&D 
is not entirely clear at the feeginmng of the anaiy^isy or p^enting process, limited patent 
scope reduces the valne of the patent, Ih^s greatly redneing the atiractiveness ofthe 
patent portfolio protecting a biotcdi prodiiet. 'rhis In tuni greatly bieders the ability of 
the bioteehnoiogy entropreiieur to geoerate invesimeut into the doyolop^^cut of ^aid 
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The proposed rule^ also momUMy fbr bioiechBoldgy pateM applfeatit^ Ii> 

allowing genos claims to be carved into smaller species or siibgeaera, the xiik 

the subpnus adeqij^tdy disclosfc:d in such a mamer to proviie an adoqoate writte 

desmptloTi. This fbrtimalel y , may m^om ih^ pmmks to later vxj Inerabiii t v shouid a 

Adding to this, is tlie mtibigM>u$ laiigai^gc ''dilBciyt to construe'" in the f reposed rde, 
wMcbiBaybearbiteri^ Claims li^iiig 

coB^tnic'' based on poor j^tmcture, poor grammar, afypieal word i^sage and multipfe otiier 
Mxms, bxmevm ar^ certainly not Hmited tcrK4a^^ Ib other wordsvclaims tbat 

are difficult to eoi^strue come m many Imguistic iboBatSv However, the proposed ndes 
create m arhitrary dicbotomyte AppHcaj^its who cbo or ar^ fbrc<*d to iise 
MarfoiA format (^.g^ to <ktne a^ inv^alion qtl>^r thsii in Maiitusb ^rmat) mi 

Ap0^m^ 4p ml mp Mrnkxid^^mmi. 

We are also coucOTed that the. |)ro|)osed rule will create additional work for the examiner 
md contnbute to a decre^5j^ m ptot c|i?aHfy. As these rules wt^ mpimmnt^d md 
rcieetbm are made, appeal^^ undoubtedly will forcing Ex^rhir^^ to 
tbese appeaJ^i asid liHtha^res^tricting their abiiity to adeqiiately examine fending 
applications. As BxamineriiJ ibcos more energy on appeals, the qiiality of examinalioe, 
and tte^lbre th^t of issu^ p^^i^% will also decMrie. 

The Pr^pmed Muie Wmdd Mwmief Mlmmui^ A^iimnt^^ tk^ 
Jnvmiion Me m ^he Ck^^mes 

35 I ! 12 second parag^apli reqiiirw titai the specification shaH conch^de wrSji om 

or more claims that the Applk^nt regards as his or her invention. PeTi^iitdog the 
rsjstrieiion within a Mngk claim removes that abiHty &om tha Applicant> The proposed 
mle 00w$ the BxaMihs^ to dida^ tfe claims wUI com without an e^cammalioB 
a?)d, m imny cases, will elimiBs^e the Applicarit's right to hmM prom^mi of life 

The i^ropQ^^d rule afeo o^axidates thai no alten^ative mav itMf be defined as; a «t of 
M^r alt^^ miy atomiv^ item Mng in^W wite th<? scope of 

anofhei' alternative. Such a^i?itrary limitations apin adversely aSfect tl^^ rig^t of aB 
Appi icant tcr?^elect tJie manner of the The use of tkci^e tboiiate is sometimes the 

mr^si expeditfous ways of describing tte in vcnfion. We do not believe tli at mch a format 
rente ii cfc any less €kar or nece^^ more Mailt to s^a^ tM$ 

proposal only g«s t<> iim^^ as 
he/she deem$j 



In ^ gltuatioo wtiere t&e Bxaniiiofet lin<i$ an electecl ispecies to be allowable tot (teem^ th^s 
cMrns not enabled or lacking an adequate writtrndescnption ow teir ejitire>aEcqj>e, 
anotfeer provison tl^e proposed rule would permit tli^ Exptiiner to r^cpire^^^ 
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of (be ciaiBi$ to ibe <5tecled ^pecies. TM^ provision is^ U to be applied mosi 
extawivdy against bio teclmology Applfeaats gi v m the fequency of oiab I mrnn m\i 
wxkm\ immptkm f^m ixx thm Mm. The pro visicm could therefore, conceivably 
prevent AppIkaiUirom acmally Mvmdng the application to &c Bo^i^d of Pat<^nt ' 
Appeal^ aiid tetetfemc^^ ibr tte ccms^ of theses r^e^c*^ Fisrtllarmore, iti^ iK)t 

clear whM opiioos the Applicant would have at tbi$ pdkt bccaiise rcs^triclio^ 
petitioiiabie, not appealable. Tim, in copjunetiOi> with the impaet of the mies oo 
eoxitimiing appliciilioB^ >yf uM pre fr^m filing $m b| eet 

bj^g^M e:^aimftg ji . This is an iiiitenaMe eoBsequence md would seemingly require 
Appii caBt to irtsHz^ cme of Ms of ber ptedo^is ooiitijmp|ioBS in oM^r to 
subject matter. 

BIO aim Mt<5s tbat 37 CFR I ;i 42(c^ does not appear & tb^ vmidn <sf the rule 
r^jpxxiwed in this proposed mle. It is feoped that Ihia refl^jct?^ a timing issue o f the 
separate proposal?^ and is not iiitei^fel to delele lfe procedure of Suggesvted R^sstnctiop^ 
Requirernents (SRRs). 

In aii of the rule packages being adv^€<y by fe FtO,: mcludmg Ibis proposed Ml^J if^ 
agency articulates the goa( of reducing back&g. However, tb^ praeM^af r^^ l>e:tbat 
more applications will be filed. BID'^ members ba^c for yea^^ experienced iBCOBMsie^it 
and arbitrary re$^£rictio5M. Based on existmg pa^tice, we believe that the apj>Iicatioe of 
fhe pmpos^?d re^tri^tio5>s wi^^^^^ will be $!mila% exleii^fv^e. As an ^ample,^ 

''unity of inventiorf' considembons ^temironi an Examiner's position that elements diflfer 
in ''structure'' ai^d fecns on the stmcture smiilanty , Howevcn tbe inventions in 
bloteclMology ofen involve group?> wife a femotioir iiof necessarily lir^E^ linear. 
5itm0tMre of tb^ mbleciile?^. In jsiiob cashes tb^ j^ a property in oommcm which 

pr0vides a conmion fonction thea meeting ksii Ifee definition ^ uirity of 

mven tion. hi this sima tion Examiiiers often are not w illing to consider such argnments 
and thus negate the biotMbiiolo|y groupings of species. The PTO's new roles on 
eontihbatibns and claims will bei^en tbi^ affect. Applioants will be willing to divide 
application^^ into mvmimm. MwmmM^ JXtm^i^pikMm^ wiU be Med to protect 

k# features of tbe iiwmtion. 

The proposed rul es Interfec with an AppHeant's ahliity to elaim his or Invention as 
be believes it to be. Furthermore, tbe proposed mies appear to be in direct eon Sict with 
holding?^ by the Court of customs an4 Patent Appeals (CCPA). the prcdeces^^or court of 
tN Conrt of Appeals for tb^ Fy^jral Circuit (C- AFC:). A$ such, the Wtutory authority of 
tbe Director to pmmnlgate tbe proposed^m m^spice of 35 CJ j,C. § 121 is In 
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KBiitaiions of f 121 to deal with sMgl^ cAsmm or may m 

distmct siilifje^:^ matter, 

Tiie fii^t of tee cases. Mm Weber, cledt wi& a rq^ctiMi of a 4mm under | lUr In 
Weber, the OGPA adfe^ssed tfee al>iiity of the PlX) to rejec t ckirrm in Markush fmm 
under I 121. (K>urt held that § 121 wm not a proper b^^is fer rej eotion of a siBgle 
daip, only as a basis fe The court e^kplained tJiat, 

[ajs a genera! propositioji, ^ applicant ha^ a right Id have eadb €Mm 
jammed on tHe mmte. If an applicant siibmits a nm-nber of claims, it 
may ^ell he that parsuaBt to a proper rei^tiiction re^quirementj those clahns 
will 0Bpm:M4 to a i^im^fe^r of aj>p!icationSv Siich aetioB would oot 
affect M0 ti0t of Cte aj^lleant eVe^itii^iy to h^Ve^h of the d^iiBS 
sjxanikied ill the form he ecmsiileT?> to b^st define ihvetrfimv IE, 
however, a ;^mgle danTv is required to he divided up m\d presented in 
several appheatiam^ that elaim would n^ver be comife^d 00 ita merits 
The totality of th^ resulting fegmeintary qidms woiiM not necessarily 
the eqiii valeni of the origip^l claim. Further, smee the siibgeiiera would bis 
defined by the e^caTniBer rather thari by the applieaot, it i$ tmt 
ineoaoeiyahle thR a number of the fegiiieais wDold aot he described in 
thespedfieatioa^'^ 

Although dus stateoierit is dicta, the eourt's r^^tionalo is coH$i$tent with the kr^guage of 
the smmd paragraph of 1 1 J 2 f'thej^pmicatiori shall conekde wi& one or mom deigns 
partieMa^ly pomting out^s^^ distlrictly clainiiiig the subjeet mMter wMeh flie ai^feaiit 
rcgardjs a^^ his invention (emphasis added)). &deed, thi^ language has feeetl heM to give 
the in vaitor the right to clai^tvhis invention as he eonteiBplates it.^' BID and its m^oihm 
reeogidze that the P'f0 m ust he allowed to exert some level of con trol over 
adinfebtiBtiv^ Hiatt^S: with tpg^rd to Examkor workload. However die GCFA weighed 
the rights of the A|)piicaM wift the tidiniMstrgi w need df the FF() c^ndladed Biat 
''m drawing prioride^ between the CornrnissioT^er as administrator au^ applieaiit as 
beneficiary of his statutory rights, we concfod^s that t he statutory rights are pammount."'^ 
I he conrt thei) held Ihtit a tejeclion under § 121 violates an Apph;eant% statutory rights to 
dairh the hi^^tioa miiM Applleant chooses.^ 

The Ffe^^^i^r eourl held that f 131 "'provides the Commissio^^er with the auto 
pronvalgate mim desi ^ed to res trict an application to one of several claimed in veMiarS:S 
when toe ltweM™^^a^ fbundto W 'ind^pen^^^ It doe$ im. 



■■' -it.^l^ouM sl:$o Mi^^mx1.:that the pxi>po$ed are <iTguably ^irbitm^y, ar>.<i, thierefeifvyMM.; barbed sofely 
ojj Ih'^ feagurigo of ite prapoj^ed x^es. For example, the mm ''M&mii to eamtme'^^ is vsii^ue on m fiacfcx- 
^ Webe^. $m F,2d 455 {€CPA mm. 

^ Jn re- WMmm, 486 I\2d S |S (CC:F^ 19131 



hmmmy prnvMi^ a basis for an examiner noting under the ^Mhority of the Gonmis^Moner 
to Rqj^5i^t a partieolar Ckini oti that same basis.''- Jocige Bioh noted that the legi^sktive 
lisl^ry s^^ppoFte this mtei^jretat^ as^^^^nact^d iii th.e Paimt of 1^ § 121 

de^is wife #¥isioiiai^ not iiidmdud cki^iis. lfem>ted that, since tlie late isoOs^ 

phrase "iwo m rmym . > . kve^tioiis are ciafe^ ^*has cdimc^^d sepame 

daim:?^ to s<3parate iiweeti . . . Ji hm m mBmnm to^n^c or tead da^^^ 
'embrace' — or 'cow' . . . two or more mvepiio^^ 

Theability of t^^^^ coi^^istent with 1 121 km^ 

qumiimmd. Himmm, this section has beeii held Bot to provide aaJMirity to reject an 
mdivMuai claim on this basis. Wee^ the CCPA heJi that a proposed r^le that would 
allow for an Ixai^hner to rej^s^t a shi^M claim mder | 121 had no |>asis ib. tte fstatntory 
lanpage/^ If r^eetiosjof a cJaimthati^ 

not proper imder § 121, thCB a rule dfecti ckirn wquld 

abo fee outside the scope of 1 12 L This especiaOy true as the pT%osM rMeimpm^^ 
ii|?on ail A|>pKeanf s ri ghts to detiBi; aird claim Ms or h<g^-iiwe^iy0ii im<l.er the laagijage of 
I 112. 

Furthermore, the proposed rules may interfere with ar^ appeal a 

re?>triction reci^irement a ^>ingie claim issued bj m Examiner. By allo wing aii 
Ejsto&er to obfect th a claim that is *- dilBcuit to^^c^^ the |>roposed rules imy 
Mndermijie tJie right to appeal a restdction reqi^keji;!^ o^ witbdtawitlof a gptms claim 
that wim establi$h<2^d IB aiKsther l^dmg^c 

In eomifeirjg the ^xamin^f^ mtkm we look both to the Mguage 
employed axid the ^ct ibmM. We consider d^e fern and the substaBee. 

Although the principal opinion below coosiderei the examiner -^^ la^ignage 
'mo^it nearly suggestive of a restriction Bsqnire^nent,' the ciS?ot of that 
language mM also be considered. The particular packagiBg eaiployed 
cannof be detOTiinatim^"^^ 

llus, under items', Applicants sbould. be able to appeal an ''ohjeetion'' to a claim in 
hnpmper 0rm nnder the ijew rale/be^^^ aod snbstance is rio difeem thai) a 

n^trietlon re^iiimn^t> Despi^ the ''pai^eukr packaging eninloy^d'^^fe proposed 
rul^j^, an Applicant's smtot^ imder § 1 12 claim W detine his M^e^ vvill be 
impinged hy an Examiner'^ ''ph^ An^propriate 

The conri in Ibuo^l ife of the single claims said to indude multiple 

hKlependent mid (Mmx^ immtmm rnnrnMui^^t^mmm/'^ ^Time claims #erc 
withdrawn fmm eormderation not only the p^ndkg applMon, were pm?5peci^% 



SmJnremmm:h.,6M 721 fedbg tij^t m a^^<:j^, d^e eeFA/li^ld ihat § 121 could j^ot 
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Examfeer's actions w^re #m^l of p^tentaMlity of the peiiding elaim^^.; s&ch, the 
I&m mwi. as described above^ fbiiiid that mck -m ucikm wM not mppiM^d under tl>e 
auspices of § 12 1> 

The poposed rules would allow Examiner to take ^11 but identical a|?proadito 
daim t^^eclion md^r 1 121. absolute witl>fewal undaVtbe iiew mle^c canm^ 
pcjperly fee categorized as met^ly a ■ 'reqairemmt'' or ''olij^jclioii/' Ah ''ol>ieetioB'' lender 
the proposed rulers B a denial of m Ap0<mtsmhm^ tlms^ a^^ ''obj:ect?o# 

to a iMm mmgMmkmhimi^m^ tMpropmM m\m n^x^^km. Umic^r HmSs 
review of an ''olyectloB'' under tlie propDS<jd rules wiM Ml wiMn the jtmsdietio^ the 
Board, and, ^dtim^tely^ the CAEC. 

FTO rdies fevily on In reMarfmeh^^ m ^rguipg tim pix>cedi^ rules dealing wttk 
y arkusfe clahBiBg are allowable iiiider the lan^age of | 12 \}^ Reliaiiee on Edmtsch m 
misplaced for several reasons. First, it sliould be noted tbat th^^ was 
that the contested Markush ciaims were proper.^ ' Additionaily, to tlie extern the PT0 is 
atgm^g othowise; i&m&c^ <yf llms und W^ber^ stating 

iMt "|fi|pthing we have said herein is i^itended tfy eb^ge or modify [i?l<3^?c? mi Weber} in 
arty way; Bor do we thiT^k aiivthing said eould he reason sueh an 

dteet.'' " Tbus, mt only is /i^^m^^^ci? cotisisjent ^^iiitii Bms mid Weber ^ biil alsoit r^aBrnt 

The Himimm cmM r^^^ tepMsMil^ of a viable rejection based on an 'irnproper 
Markusih groi^ping,'^^ Ho^wev:erj, the deeisioB ajso recogifee^s that there is m: ''specific 
^itatutory feaMs'' fe m:k % r^mkm^ ¥w^h0imox% the coiirt cited deferentially to the 
Mdings of ifei:^.^ and Weber that an Aj^lieant haS § 112 to 

elaim arjd deSric the in¥entionv Id. Finally, the court reched several prior ^c^^^^ 
In actions based on 'Improper M arkush language'' were o vcrtumedv Of particular note is 
tlisftte eourt did not cite a spigle case in which such a rejection was upheW,^- 

Phc M?r?^^.?c^ coiM emphasized that, when taeed with &e issuo of a single d aim that may 
or ma)^ not coMaio |>ateotably distinct inventions, the facts of the nidividual case mu?5t: l)€ 
iaicen iirto aceount/" Indeed, the court eited several eases where fee^^^^ of 
cqrripounds iaf Mng m Markiisli daims resulted in reversal of i nitial 

rel^i^tlons of those elaims.'^ fo essence, the court held that if a rejection based on 
'Impix^per iMiguage- ■ k viaMa mob a rejecii^n iiimi b^ hased on &ctHaf 



^ym gemmfiy, 72 Fed. feg. at 44992^500 1 > 
Tl^ c^^prt did cites sevmli^a^^^ hojmg dsm ass Applicant of l 1 12. 
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di^tm^imatio^n^ &we¥er, proposed rules deny ssdi aia^tiiai analysia to 
Applicant^v; llie proposecl rules msiead allow Examinem to reji^ct claims ba^^ed 011 
mlMiig mor^ tiiaa tlie kDguage af &^ daim^ For fesampie, under pr^^ 37 CF R. | 
1^^75(j)(l). m E:^ami?^ may deny ^xaminatio?^ to a daim that ''difficuit to comtrue.'' 
Thos, the? Mmmsdh decisioii db^s not siippo^ fee pFopds^; rul^s, and certainly do^^ not 
support the r^Tio val of a fectuaJ analysis prior to d^prmag ail AppMcant of MaMory 
dgfets without th^^ 

BIO appredafes the cliallmg^^^ &ciog the Ft and reedgm^es that any improve^Mfe to 
tte patent system to pi-miit^ t HO to review and issue pateBt^> mor^ quiekly atid of 
Mgb<^ qimlity m dm\$!^ W be eomid^d Ho^em l^eeause of the mcalmlable vate 
of jpatents to ail Ai^plieasjts, any d^anges i^eed to be carefeHy evakiat^d and Imiited to 
mi^are a pi^per balaBeijiig of benefits and negative fenpac ts. BID believes? that tkese 
p^^posed elianges would adversdy affeei bfetechnology A|)pifcaats, with potmtially 
n^atiVe impaofe on the American ecoBomy m^ as a wfele, mid have been 

jmtiSed tends 0f poteatM^ fe^ C^mecp^ftl^? BI©^ fep^ the PTO will review the 
submMted cc^mment^ and reem^sf der prop)^^ mid dibmidon this slgniflcj^T^t 



ikm l^ct$ a b&^fe''' fe?Kph^i^is kidded)! 



